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| . BACKGROUND

Previ ous decision to classify "Rovim x AD" in heading 29. 36

1

At its 6th Session (October 1990), the Harnoni zed System
Commi ttee exam ned the classification of "Rovim x AD, Type
500/ 100", consisting of vitamins A and D: (in a 5:1 ratio)

di spersed inamtrix of gel atin and carbohydrates; the vitam ns
were stabilizedw th ethoxyquin. The product was used for ani nal
nutrition and was i ntended to be added to conposite feedstuffs
and m |k substitutes (e.g., pren xes,

File No. 2494

For

reasons of econony, docunents are printed in |limted nunmber.

Del egates are kindly asked to bring their copies to neetings and

not

to request additional copies.



40. 361 E

conpound feeds and m |k replacers). After some discussion, the
Committee agreed to seek the views of the Scientific
Sub-Committee concerning, inter alia, whether the matrix in
"Rovi m x AD;" could be regarded as a stabiliser in the sense
of Note 1 (f) to Chapter 29.

2 At its 4th Session (February 1991), the Scientific Sub-Conm ttee
concluded that the matrix in "Rovim x AD" could be consi dered
as a stabilizer in the sense of Note 1 (f) to Chapter 29.

3 On the basis of the Sub-Comm ttee's concl usi on above, the
Har noni zed SystemConmi ttee (7t h Sessi on, April 1991) cl assified
"Rovi m x AD;" i n headi ng 29.36 (Doc. 36.600, Annex D, paragraph
28). In this connection, the Commttee, at its 8th Session
(Cctober 1991), adopted anmendnents to the Explanatory Note to
headi ng 29. 36 (Doc. 37.100, Annex L/3) to clarify that products
of the heading could be stabilised for the purposes of
preservation or transport

"-by addi ng anti - oxi dants,
-by addi ng anti-caking agents (e.g., carbohydrates),
-by coating with appropri ate substances (e.g., gelatin, waxes
or fats), whether or not plasticised, or
-by adsorbi ng on appropri ate substances (e.g., silicic acid),

provi ded that the quantity added or the processing in no case
exceeds that necessary for their preservation or transport
and that the addition or processing does not alter the
character of the basic product and render it particularly
suitable for specific use rather than for general use."

Cl assification of "Rovim x A-500, Type P", "Rovim x E-50 SD" and
"Lutavit E-50"

4 In January 1993, the Secretariat received a request fromthe
South African Adm nistration for advice on the classification
of "Rovi m x A-500, Type P", "Rovim x E-50 SD" and "Lutavit E-50".

Since their conpositions (see Doc. 38.905, paragraph 1) were
simlar to that of "Rovim x ADs;", the Secretariat gave the
opinion that, like "Rovim x AD;", these three products were
classifiable in heading 29.36. However, in view of certain
argunments raised by the South African Adm nistration in a
subsequent response to the Secretariat, this question was sent
to the Harnmoni zed System Committee for consideration (see Doc.
38. 905).

5 In this connection, the Secretariat had al so received fromthe
Phili ppi ne Adm nistration a request for advice concerning the
classification of several simlar preparations, described in
Doc. 38.998.

6 At its 15th Session (April 1995), the Harnoni zed SystemCommi ttee
decidedthat thepointsreferredtoin paragraph 14 of Doc. 38. 905
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shoul d be referred to the next session of the Scientific
Sub-Committee for advice. It was understood that the
classification of "Rovim x AD;" and the Explanatory Note to
headi ng 29. 36 m ght have to be revi ewed, dependi ng on t he advi ce
received. The questions thus referred to the Scientific
Sub-Committee were as follows

(1) Whet her additives in the formof a matri x or coating (e.g.,
matri x of gelatin, carbohydrates and glycerol) or as an
adsorbent (e.g., silicic acid) act as stabilisers for
vitam ns within the neaning of Note 1 (f) to Chapter 29
or as a solvent in the context of heading 29.36 (see
headi ng text and Item (d) of the Expl anatory Note on page
423);

(2) Whet her the additive (i.e., 35%silicon dioxide and 15%
noi sture) in a 50%choline chloride preparation al so acts
as astabiliser withinthe neaning of Note 1 (f) to Chapter
29;

(3)If the answer to (2) is in the negative, what are the
di fferences, interns of functi ons, between the additives
used in "Rovim x A", "Rovim x A-500, Type P", "Rovim X
E- 50 SD" and "Lutavit E-50" and the additive used in the
choline chloride preparation.

At its 9th Session (June 1995), the Scientific Sub-Commttee
addressed the questions referred to in paragraph 6 above. The
Sub-Committee's conclusions are summari zed as follows :

(a)ln "Rovim x A-500, Type P", "Rovim x E-50 SD' and "Lutavit
E- 50", the additives in the formof a matrix, a coating
or an adsorbent effectively made these products specific
preparations for animal feeding and, therefore, the
additives could not be permtted under Note 1 (f) to
Chapter 29. The additives could be regarded as acting
as st andardi si ng agents or carriers for vitam nes in order
to facilitate their use as prem xes in ani mal feeding.

Certain additives (e.g., a matrix of gelatin and
carbohydrates) coul d protect sensitive vitam ns fromair
or light, but the quantities present inthe products under
consi deration went far beyond that requirement. Silicic
acid was generally known to be used in ani mal feeding,
and vi tam ns adsorbed onsilicicacidcoul dnot beregarded
as being for general use. Onthis basis, these and sini | ar
products cited by the Philippine Adnm nistration were
classifiable in heading 23.009.

(b) The additives used in the product in question could not be
regarded as solvents for vitamns in ternms of
headi ng 29. 36.
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(c)Since choline chloride was a stable chem cal conpound, the
additives (e.g., silicon dioxide) did not have a
stabilising effect, but were in the nature of
standardi sing agents to facilitate the product's use in
ani mal feeding in specified dosages.

(d) The additives in all the products considered had the same
function, i.e., as standardising agents or carriers.
However, additives such as a matrix of gelatin and
car bohydrates could al so have a stabilising effect on
vitamns sensitive to air or light.

(e) The Sub- Committee was generally of the view that the
Har noni zed SystemConmi tt ee shoul d reconsider its earlier
deci si on concerning the classification of "Rovimx AD;"
i n headi ng 29. 36.

(f) The Explanatory Note to heading 29.36 (page 423, Item (d),
second paragraph) could be retained since (i) sone
additives specified therein could have a stabilising
effect on sensitive vitamns and (ii) the proviso
regarding limts on the quantity added provided a good
basi s for distinguishing vitam ns of heading 29.36 from
vitam n- based preparations of other headings. However,
t he expression "by a[d]sorbing on appropriate substances
(e.g., silicic acid)" should be deleted, since such
substances were usually added to preparations intended
for ani mal feeding.

8 At its 17th Session (May 1996), the Harnoni zed SystemCommi ttee
consi dered the conclusions summarized in paragraph 7 above,
taking into account further comments submtted by the Swi ss
Adm ni stration (see Doc. 40.184). During the discussion, the
Del egate of the ECdrewthe Committee's attention to the recent
EC subm ssion to the Secretariat of a conpilation of technical
i nformati on, prepared by the European Chem cal | ndustry Counci
(CEFI C), concerning vitamns; he felt that this information
shoul d be revi ewed by t he Sci entific Sub-Committee. Inaddition,
sone del egat es expressed di sagreenent with the Scientific
Sub-Commi ttee's concl usi ons (paragraph 7 above), while others
supported them (see Doc. 40.260, Annex H 2). The Del egate of
the United States, in particular, felt that the Sub-Commttee
shoul d give its views concerning the normal quantities of
additives used in vitam n products of heading 29.36 and the
functions of each additive.

9 Finally, the Committee agreed to ask the Scientific
Sub-Committee to reviewthe conclusions inthis regard fromits
9t h Session, taking into account the newinformation submtted
by the EC, the coments submitted by the Swi ss Adm nistration
and the questions posed by the US Del egate.
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1. SECRETARI AT COMMENTS

The descriptions of the products under consideration are given
in Annexes A and B to this docunent. An excerpt of Doc. 40.184
(Swi ss comments) is reproduced in Annex Cto this docunent for
ease of reference.

Owingtoits large volune, the additional information submtted
by the EC on behalf of CEFICis not reproduced in this docunent.

However, one copy was gi vento each Del egati on at t he Har noni zed
System Committee's 17th Session, with a request to forward it
to the Del egate who woul d be attending the 11th session of the
Scientific Sub-Commttee. Englishand Frenchversionsw |l al so
be avail abl e inthe neeting roomduringthe Sub-Commttee's 11lth
Sessi on.

Owing to a lack of time, the Secretariat is not providing an
anal ysis or summary of the CEFIC subm ssion in this working
docunment. However, the Sub-Commttee's attention is drawn, in
particular, toParts 4 and 5 of the CEFI Csubm ssi on, where CEFI C
addresses the concl usi ons of the Scientific Sub-Commttee's 10th
Session in this regard and di scusses certain vitam n-based
products individually.

[1. CONCLUSI ON

The Sub-Committee is requested to reviewits 10th Session
concl usi ons (paragraph 7 above) concerning vitan n-based
products, taking account of the additional comrents submtted
by the Swi ss Admi nistration (Doc. 40.184), the information
provi ded by CEFIC and the various argunents made at the 17th
Session of the Harnmoni zed System Conmittee. 1In particular, the
Sub-Committee is asked to express its views on the foll ow ng

(a) The functions of each additive present in "RovimXx
A- 500, Type P" (ethoxyquin and a matrix of gelatin, glycerine and

carbohydrates), "Rovim x E-50 SD" (Silicic acid and a
matri x of gelatin and sucrose) and "Lutavit E-50"
(anmor phous silica and noisture).

(b) Whet her the additives in "Rovim x A-500, Type P", "Rovim X
E-50 SD' and "Lutavit E-50" are present in excess of the
anount necessary for preservation or transport of the
vitanm ns, under the terns of Note 1 (f) to Chapter 29;
in this connection, the Sub-Committee is al so requested
to indicate howto draw a | ine of demarcati on between t he
anmount of such additives necessary for preservation or
transport and an anmount t hat woul d be consi der ed excessi ve
for that purpose;

(c)VWhet her "Rovim x A-500, Type P', "Rovim x E-50 SD" and
"Lutavit E-50" are preparations rendered particularly
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suitable for specific use rather than general use (i.e.,
whet her these products can be used not onIE for maki ng
prem xes for animal feeds, but also for nmaking human
foodstuffs and nedi canents for humans or animals or
whet her sim | ar vitam n-based preparations with differing
conpositions are used for maki ng human foodstuffs or
medi canments (for humans or animals)).

14 Finally, after consideration of the points in paragraphs 12 and
13 above, the Sub-Conmittee is requested to summarize its
position concerning :

(i)the classification of "Rovimx AD;" (see Annex A);

(iit)the classification of "Rovim x A-500, Type P', "Rovim x E-50
SD' and "Lutavit E-50" (see Annex A);

(itii)the classification of "Rovimx A, Type 500 W, "Lutavit
A- 500", "M crovit AD; SUPRA 500- 100", "M crovit B;; PROM X
10000" and "M crovit H PROM X 2000" (see Annex B);

(iv)the need for anending the Explanatory Note to heading 29. 36
(page 423, Item (d)).
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DESCRI PTI ON OF "ROVIM X AD;", EXAM NED BY THE SCI ENTI FI C
SUB- COWM TTEE AND THE HARVONI ZED SYSTEM COVM TTEE

"Rovi m x AD"

"Rovi m x AD," has the follow ng approxi mate conpostion :

Vitamns A and D; (5:1 ratio) 15%
Gelatin 40%
Car bohydr at es 30%
d ycerol 10%
Et hoxyqui n 5%

The chem cal stabilizer inthe product i s ethoxyquin (anti-oxidant).

The other additives (gelatin, carbohydrates and glycerol) form
a matrix in which the vitam ns are dispersed, making the product
free-fl ow ng.

DESCRI PTI ONS OF THE PRODUCTS SUBM TTED BY THE
SOUTH AFRI CAN ADM NI STRATI ON

"Rovi m x A-500, Type P" : Brown to dark-brown fine granul ar powder
conposed of vitamn A (mn. 500.000 I.U./g) finely dispersed in
a matrix of gelatin, glycerine and carbohydrates; the vitamn is
stabilized with ethoxyquin. It is used for animal nutrition
(prem xes, conpound feeds).

"Rovim x E-50 SD' : Yel |l owi sh powder conposed of Vitam n E acetate
(mnimum50% finely dispersed in a mtrix of gelatin and sucrose.
The i ndi vidual particles are coated with a small anmount of silicic
acid. It is used for animal nutrition (mlk replacers, prem xes
and m neral feeds).

"Lutavit E-50" : White powder conposed of vitam n E acetate (51.4%,
anor phous silica and noisture. It is used as a suppl enent i n ani mal
f eed.
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Name of product

Manuf act ur er

Appear ance

Conposi tion

Uses

1. ROVIMX A
Type 500 W

2. LUTAVIT A 500

ROCHE

BASF

Yel | owi sh to browni sh

powder

Yel |l ow to browni sh
free-fl ow ng powder
(at least 97 %<

0.63 nmm

-Vitamin A: mn.
500.000 1.U./g

-Vitamin Ais finely
di spersed in a matri x
of gelatin and
dextrin

-Vitamn Ais
stabi-lized with
et hoxyqui n

Vitamin A (acetate) :
m n. 500,000 I.U./qg.
Vitamn Ais
"stabilized" by :

-esterification with
acetic acid

-conbi nati on of
ant i oxi dant

-enbeddi ng the vitam n
droplets in a
gel ati n/ carbohydrate
conposi tion

-coating particleswth
a rel ease agent

-addi ng conpl exi ng
agents

For ani mal
nutri-tion (stress
pr epar ati ons,
liquid diets)

Ani mal feed
additive

3. MCROVIT ADg
SUPRA 500-100

RHONE- POULENC

Orange- bei ge,
free-fl owi ng powder

-Vitamin A (acetate)
Mn. 50,000 I.U./g

Ani mal feed
addi ti ve

B/ 1.
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Name of product Manuf act urer Appear ance Conposition Uses
-Vitamn D; : Mn.
100,000 I.U. /g
-Di gestible coating
(gelatin, carbohy-
drate)
- Ant i oxi dant ( BHT)
4. MCROVIT B, RHONE- POULENC Pi nk beige to reddish|-Vitamn B, : 9,000 to| Animal feed
PROM X 10000 brown, fine 11, 000 mg/ kg additive
free-fl ow ng powder -Carrier (calcium
carbonate, silica)
5. MCROVIT H RHONE- POULENC Cream white, fine -D-Biotin: Mn. 20,000| Ani mal feed
PROM X 2000 free-fl owi ng powder nmg/ kg additive

-Di luent (starch,
def att ed soyabean
nmeal )

B/ 2.
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EXCERPT FROM DOC. 40.184 (SW SS COMMVENTS)

"Do additives in the formof a matrix, coating or adsorbent act
as stabilizers for vitamns within the meaning of Note 1 (f) to
Chapter 29 ?

(a) The addition of additives does not make them specific
preparations for animal feed, since simlar vitamn A and E
preparati ons based on the sane additives are used in the food
and pharmaceuti cal sectors. Indeed, the mpgjority of industries
now market vitamns with this type of fornmulation in various
areas of vitam n use (food for human consunpti on, ani mal feed,
phar maceuti cal uses).

(b) None of the additives nmentioned in the Explanatory Note
(anti-oxidants, gelatin, carbohydrates, fats, anti-caking
agents) can be regarded as nere standardi zi ng agents or carriers.

These additives have been selected after | engthy research by
the vitam n industry. They ensure optinmum stability for
preservation and transport. |In this connection, it should be
noted that the legislation of many countries stipulates a
m ni mum pr eservati on period. Wthout adequate protection, the
maj ority of vitami ns would not meet those conditions.

1. Anti -oxi dants (et hoxyquin, BHA, BHT) al one do not give vitam ns
sufficient stability. A conplex fornmulation of gelatin,
carbohydrate and fat is necessary to protect vitamn A
agai nst humdity, light and oxygen, the vitam n being
extrenely unstabl e. These additives, used in certain
speci fic proportions, allowthe formati on of a m croporous
matri x consisting of a coating agent and gelatin
cross-linked transversally, in which droplets of vitam n
A are accommpdated. Both the anmpbunts and the proportions
of these additives are inportant for stabilizing the
products. It is inmportant to note that the additives do
not in any way alter the origi nal character of the products
and do not render them suitable for a specific use.

2. Though | ess sensitive than vitamin A, vitamin E in the form of
tocopherol acetate also has to be protected agai nst
oxi dation, light and hum dity, particularly when stored
for | engthy periods or in an aggressive environnment (heat,
copper, iron, manganese, etc.) in containers or other
packagi ng. Consequently, appropriate matrices (gelatin,
silicic acid, etc.) have been devel oped to protect and
stabilize that vitam n for preservation and transport
pur poses. The adsorption on silicic acid reduces the
surface that can be attacked by reactive substances and,
nor eover, acts as an anti -caki ng agent. Thus, the silicic
acid very clearly performs a stabilizing function and
increases thesuitability for transport or ensures al onger
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(c)

(d)

preservation period. Mny countries’ |egislation

prohi bits the use of vitamin Einoil formin ani mal feed.
The vitam ns concerned (A500, E50, etc.) cannot be
regarded as prem xes, but constitute base materials for
the production of prem xes. The reason is that the
above- nenti oned fornul ati ons are highly concentrated
forms and require an addi ti onal physical process (dil ution)
before entering the conposition of the final product.

In nocase do the amounts of additives used as stabilizers
exceed the quantities necessary for preservation and transport
pur poses. As nentioned above, the fornulations used are the
result of lengthy research and provide optimum stability for
preservation and transport. They should be regarded as a
technical feasibility conprom se between the need for stability

and the demand for maxi num product purity. It is not in the
interest of any vitam n manufacturer to dilute his products
unnecessarily, since any dilution adds to the costs. It is

no coinci dence that several manufacturers use very simlar
formulations : this reflects the best solution for the need
for stability in respect of vitam ns A and E.

Silicic acid as an anti-caking agent or as an adsorbent
is enpl oyed invarious sectors (e.g. animal feed, food for human
consunpti on, pharnmaceutical applications). Itsuseinavariety
of fields makes it a general-purpose substance and not a
substance for aspecificapplicationinaniml feed. Ingeneral,
a fluidity adjunct such as SiO, is added in proportions of 3
to 4 % in the cases at issue, the high proportions show t hat
the function is nore than that of a nmere adjunct added to vest
the products with a certain fluidity."

Cl 2.



